Guidelines for nonclinical toxicology studies for chemical warfare agent (CWA) antidotes and pretreatments.
The following is a review of FDA's guidelines for nonclinical toxicology studies as applied to chemical warfare agent (CWA) antidotes and pretreatments. These specific guidelines are of major interest to the U.S. Army Medical Research and Development Command which is a full-scale developer of pharmaceuticals and active in the research and development of antidotes and pretreatments against CWAs. Antidotes and pretreatments against CWAs are unique classes of drugs whose nonclinical requirements are unlike most other pharmaceuticals. However, these guidelines have general applicability to pharmaceutical developers in the private sector and apply to any antidote or pretreatment regardless of the indication.